Draft regulations relating to the approval of disinfectants, cleaning agents and similar products for use in the food industry, etc.
Laid down by the Ministry of Health, the Ministry of Agriculture and the Ministry of Fisheries on xx xx 2003 pursuant to section 1, cf. sections 2 and 4, of the Act of 19 May 1933 No. 3 relating to the control of food products, etc., sections 1 and 20 of the Act of 10 January 1997 No. 9 relating to meat production, and section 2, cf. section 9, of the Act of 28 May 1959 No. 12 relating to quality control of fish and fishery products, etc., cf. also Royal Decree of 8 April 1960 No. 9602. Cf. the EEA Agreement, Annex I, paragraph 1 (Council Directives 91/493/EEC and 92/46/EEC).
§ 1.
Extent and scope

These regulations apply to the approval of disinfectants, cleaning agents and similar products for use in premises and on fittings and equipment that may come into contact with foodstuffs in establishments in the food industry, including establishments and fishing vessels that come within the scope of the Act of 28 May 1959 No. 12 relating to quality control of fish and fishery products, etc.

§ 2.
Purpose

These regulations are intended to ensure that the composition of the products mentioned in section 1 is such that they satisfy requirements relating to their disinfectant effect and to their toxicological properties, so that contamination of foodstuffs by such products is effectively prevented.

§ 3.
Prohibition against the marketing and use of products that have not been approved

It is prohibited to place on the market products for use in the food industry that have not been approved by the Norwegian Food Control Authority. 

It is prohibited to use products in the food industry that have not been approved by the Norwegian Food Control Authority.

§ 4.
Applications for approval

Products shall be approved by the Norwegian Food Control Authority.

Together with an application for approval, the company responsible for a product shall enclose documentation for the product in accordance with the requirements laid down in appendix 1. 

For the purpose of these regulations, the company responsible for a product means the manufacturer, importer, distributor or supplier. 

The Norwegian Food Control Authority may in connection with the processing of applications lay down further requirements for documentation if this is necessary.

An approval number is assigned when an application for approval is granted.

§ 5.
Labelling requirements

Any product that has been approved by the Norwegian Food Control Authority shall be labelled by the company responsible for the product with:

a) The following wording: “Desinfeksjonsmiddel godkjent av Statens næringsmiddeltilsyn under godkjenningsnummer …” (disinfectant approved by the Norwegian Food Control Authority, approval number …) (the approval number should be indicated), or

b) The following wording: “Rengjøringsmiddel godkjent av Statens næringsmiddeltilsyn under godkjenningsnummer …” (cleaning agent approved by the Norwegian Food Control Authority, approval number …) (the approval number should be indicated), or

c) The following wording: “Produkt godkjent av Statens næringsmiddeltilsyn under godkjenningsnummer …” (product approved by the Norwegian Food Control Authority, approval number …) (the approval number should be indicated).

d) The name and address of the company responsible for the product.

e) Instructions for use, including information on areas of use and the maximum in-use concentration. For disinfectants, the minimum in-use concentration shall also be given.

f) The following wording: “Må ikke oppbevares sammen med næringsmidler” (Keep away from food) and “Må kun oppbevares i originalemballasje” (Keep only in the original container). 

g) Information to the effect that surfaces which come into contact with foodstuffs shall be rinsed with clean drinking water after cleaning and disinfection has been completed.

h) Information to the effect that if a combined cleaning agent and disinfectant is used, cleaning and disinfection shall be carried out as two separate processes followed by rinsing with clean drinking water.

The Norwegian Food Control Authority may when it approves a product lay down further requirements relating to the labelling of the product.

§ 6. Costs

The costs incurred in connection with the evaluation on which approval of a product is based are to be covered by the applicant. The fee for such evaluation is set at NOK 2000.

The Norwegian Food Control Authority may lay down further provisions on payment.

§ 7. Approval period and duty to provide information

Approval for disinfectants and similar products will remain valid until the products have been  evaluated and approval has been granted or refused pursuant to the Regulations relating to biocidal products.

Cleaning agents are approved for a period of 10 years from the date of approval. 

Approval may be renewed application. The Norwegian Food Control Authority may lay down rules for a simplified application procedure and approval procedure for cases where the composition of the product has not been altered and it still meets the requirements of these regulations. 

If the product or the name of the product is altered during the approval period, the company responsible for the product has a duty to inform the Norwegian Food Control Authority of this. 

§ 8. Withdrawal or alteration of approval

The Norwegian Food Control Authority may at any time withdraw or alter its approval of a product to which these regulations apply, including approval that was issued before the entry into force of these regulations, in the following circumstances:

a) if the composition of the product has been changed,

b) if the requirements of the regulations have been contravened,

c) if new relevant information about the substances in the product becomes available after its approval, or

d) if the suspicion arises that use of the product may be a danger to public health.

§ 9. Inspection and decision-making authorities pursuant to the Act of 19 May 1933 No. 3 relating to the control of food products, etc. and the Act of 10 January 1997 No. 9 relating to meat production

For matters that come within the scope of the Act relating to the control of food products and  the Act relating to meat production, the Norwegian Food Control Authority will be responsible for ensuring compliance with the provisions of these regulations and for making the necessary decisions to ensure implementation of the provisions in establishments that are regional, national, or engaged in import or export. 

The inspection and decision-making authority assigned to the Norwegian Food Control Authority may be delegated to a municipal or intermunicipal food control authority.

The municipal and intermunicipal food control authorities are responsible for ensuring compliance with the provisions of these regulations by other establishments and for making necessary decisions with respect to such establishments.

§ 10. Inspection and decision-making authorities pursuant to the Act of 28 May 1959 No. 12 relating to quality control of fish and fishery products, etc.

For matters that come within the scope of the Act relating to quality control of fish and fishery products, the Director General of Fisheries will be responsible for ensuring compliance with the provisions of these regulations and for making the necessary decisions to ensure implementation of the provisions in the following areas:

a) fishing vessels,

b) establishments that market or produce fish and fish products for export, also when in combination with production for the domestic market,

c) transport equipment for establishments such as are mentioned in litra b,

d) establishments that purchase fish for domestic marketing first-hand from fishermen.

The regional offices of the Directorate of Fisheries are the bodies under the Director General of Fisheries responsible for administration and inspection activities.

The Norwegian Food Control Authority will be responsible for ensuring compliance with the provisions of these regulations and for making the necessary decisions to ensure implementation of the provisions in the following areas:

a) establishments that market or produce fish and fishery products for the domestic market only,

b) transport equipment for establishments such as are mentioned in litra a.

The Norwegian Food Control Authority may delegate its authority pursuant to these regulations to a municipal or intermunicipal food control authority.

§ 11. Right of appeal pursuant to the Act of 19 May 1933 No. 3 relating to the control of food products, etc. and the Act of 10 January 1997 No. 8 relating to meat production

The Norwegian Food Control Authority is the appeals instance for decisions made by a municipal or intermunicipal food control authority to which authority has been delegated by the Norwegian Food Control Authority. 

The municipal council or a special appeals board is the appeals instance for other decisions made by a municipal or intermunicipal food control authority.

The county governor is the appeals instance for decisions made by a municipal council or special appeals board.

The Ministry of Health is the appeals instance for decisions made by the Norwegian Food Control Authority pursuant to the Act relating to the control of food products.

The Ministry of Agriculture is the appeals instance for decisions made by the Norwegian Food Control Authority pursuant to the Act relating to meat production.

§ 12. Right of appeal pursuant to the Act of 28 May 1959 No. 12 relating to quality control of fish and fishery products, etc.

The Director General of Fisheries is the appeals instance for decisions made by one of the regional offices of the Directorate of Fisheries.

The Ministry of Fisheries is the appeals instance for decisions made by the Director General of Fisheries.

The Norwegian Food Control Authority is the appeals instance for decisions made by a municipal or intermunicipal food control authority.

The Ministry of Fisheries is the appeals instance for decisions made by the Norwegian Food Control Authority. 

§ 13. Exemptions

If special reasons so indicate, and provided that this is not contrary to international agreements that Norway has entered into, the Norwegian Food Control Authority may grant exemptions from these regulations. 

If special reasons so indicate, and provided that this is not contrary to international agreements that Norway has entered into, the Director General of Fisheries may grant exemptions from these regulations in areas where inspection authority comes within the scope of the Act of 28 May 1959 No. 12 relating to quality control of fish and fishery products, etc. 

In cases where exemptions are granted, this shall be indicated on the product.

§ 14. Coercive fines and penal measures

In the event of contravention of these regulations, the provisions relating to coercive fines and penal measures set out in the Act of 19 May 1933 No. 3 relating to the control of food products, etc., will apply.

In the event of contravention of these regulations, the provisions relating to coercive fines and penal measures set out in the Act of 28 May 1959 No. 12 relating to quality control of fish and fishery products, etc., will apply.

In the event of contravention of these regulations, the provisions relating to coercive fines and penal measures set out in the Act of 10 January 1997 No. 9 relating to meat production will apply.

§ 15. Transitional provisions

From 1 July 2005, products to which section 1 of these regulations applies must be approved pursuant to the requirements of these regulations.

From 1 January 2006, it is prohibited to use products that are not approved pursuant to the provisions of these regulations in the food industry.

§ 16. Entry into force

These regulations enter into force immediately.

Appendix 1

Requirements for the approval of disinfectants, cleaning agents and similar products for use in the food industry, etc.
Applications for approval should be addressed to:

Norwegian Food Control Authority

P.O. Box 8187 Dep

NO-0034 Oslo

The application must include the following information:

1. The name of the company responsible for the product, its address, telephone number and the name of a contact person, date and signature

2. The full name of the product, the wording of its label, and the package size and type of packaging if this is relevant for the product

3. All constituents of the product, adding up to 100 per cent. For each substance, give the following: 

a. the unambiguous chemical name

b. CAS number

c. concentration in g/kg or g/l

d. the lowest/highest in-use concentration

e. the form of the product (powder, solution, gas, etc.)

4. If the list of ingredients includes names of constituents that are based on trade names, the chemical names and CAS numbers must also be given

5. Information for users on areas of use, shelf-life, storage conditions, maximum/minimum dilution and other information on the use of the product

6. Safety data sheets

7. Data documenting the effectiveness of disinfectants according to the Norwegian standards NS-EN 1276 or NS-EN 1650, or equivalent tests. For disinfectants that are claimed to have fungicidal and/or sporicidal effects, documentation in the form of the quantitative suspension test NS-EN 13704 and NS-EN 13610 or equivalent tests must be obtained

8. Toxicological data, i.e. data on the chronic toxicity, mutagenicity, carcinogenicity, toxicity to reproduction, etc. of all active components of the product

9. Evaluation/approval from authorities in other countries (in English) if available

